Detecting qualitative interactions in clinical trials with binary responses.
This study considers the detection of treatment-by-subset interactions in a stratified, randomised clinical trial with a binary-response variable. The focus lies on the detection of qualitative interactions. In addition, the presented method is useful more generally, as it can assess the inconsistency of the treatment effects among strata by using an a priori-defined inconsistency margin. The methodology presented is based on the construction of ratios of treatment effects. In addition to multiplicity-adjusted p-values, simultaneous confidence intervals are recommended to use in detecting the source and the amount of a potential qualitative interaction. The proposed method is demonstrated on a multi-regional trial using the open-source statistical software R.